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(a) Standard: Content. Each clinical 

record must contain sufficient infor-

mation to identify the patient clearly 

and to justify the diagnosis and treat-

ment. Entries in the clinical record 

must be made as frequently as is nec-

essary to insure effective treatment 

and must be signed by personnel pro-

viding services. All entries made by as-

sistant level personnel must be 

countersigned by the corresponding 

professional. Documentation on each 

patient must be consolidated into one 

clinical record that must contain— 

(1) The initial assessment and subse-

quent reassessments of the patient’s 

needs;

(2) Current plan of treatment; 

(3) Identification data and consent or 

authorization forms; 

(4) Pertinent medical history, past 

and present; 

(5) A report of pertinent physical ex-

aminations if any; 

(6) Progress notes or other docu-

mentation that reflect patient reaction 

to treatment, tests, or injury, or the 

need to change the established plan of 

treatment; and 

(7) Upon discharge, a discharge sum-

mary including patient status relative 

to goal achievement, prognosis, and fu-

ture treatment considerations. 

(b) Standard: Protection of clinical 
record information. The facility must 

safeguard clinical record information 

against loss, destruction, or unauthor-

ized use. The facility must have proce-

dures that govern the use and removal 

of records and the conditions for re-

lease of information. The facility must 

obtain the patient’s written consent 

before releasing information not re-

quired to be released by law. 

(c) Standard: Retention and preserva-
tion. The facility must retain clinical 

record information for 5 years after pa-

tient discharge and must make provi-

sion for the maintenance of such 

records in the event that it is no longer 

able to treat patients. 

§ 485.62 Condition of participation: 
Physical environment. 

The facility must provide a physical 

environment that protects the health 

and safety or patients, personnel, and 

the public. 

(a) Standard: Safety and comfort of pa-
tients. The physical premises of the fa-

cility and those areas of its sur-

rounding physical structure that are 

used by the patients (including at least 

all stairwells, corridors and passage-

ways) must meet the following require-

ments:

(1) Applicable Federal, State, and 

local building, fire, and safety codes 

must be met. 

(2) Fire extinguishers must be easily 

accessible and fire regulations must be 

prominently posted. 

(3) A fire alarm system with local (in- 

house) capability must be functional, 

and where power is generated by elec-

tricity, an alternate power source with 

automatic triggering must be present. 

(4) Lights, supported by an emer-

gency power source, must be placed at 

exits.

(5) A sufficient number of staff to 

evacuate patients during a disaster 

must be on the premises of the facility 

whenever patients are being treated. 

(6) Lighting must be sufficient to 

carry out services safely; room tem-

perature must be maintained at com-

fortable levels; and ventilation through 

windows, mechanical means, or a com-

bination of both must be provided. 

(7) Safe and sufficient space must be 

available for the scope of services of-

fered.

(b) Standard: Sanitary environment. 
The facility must maintain a sanitary 

environment and establish a program 

to identify, investigate, prevent, and 

control the cause of patient infections. 

(1) The facility must establish writ-

ten policies and procedures designed to 

control and prevent infection in the fa-

cility and to investigate and identify 

possible causes of infection. 

(2) The facility must monitor the in-

fection control program to ensure that 

the staff implement the policies and 

procedures and that the policies and 

procedures are consistent with current 

practices in the field. 

(3) The facility must make available 

at all times a quantity of laundered 

linen adequate for proper care and 

comfort of patients. Linens must be 

handled, stored, and processed in a 

manner that prevents the spread of in-

fection.

VerDate Sep<11>2014 14:48 Oct 24, 2014 Jkt 232190 PO 00000 Frm 00154 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT 31



145

Centers for Medicare & Medicaid Services, HHS § 485.66 

(4) Provisions must be in effect to en-

sure that the facility’s premises are 

maintained free of rodent and insect 

infestation.

(c) Standard: Maintenance of equip-
ment, physical location, and grounds. 
The facility must establish a written 

preventive maintenance program to en-

sure that— 

(1) All equipment is properly main-

tained and equipment needing periodic 

calibration is calibrated consistent 

with the manufacturer’s recommenda-

tions; and 

(2) The interior of the facility, the 

exterior of the physical structure hous-

ing the facility, and the exterior walk-

ways and parking areas are clean and 

orderly and maintained free of any de-

fects that are a hazard to patients, per-

sonnel, and the public. 

(d) Standard: Access for the physically 
impaired. The facility must ensure the 

following:

(1) Doorways, stairwells, corridors, 

and passageways used by patients are— 

(i) Of adequate width to allow for 

easy movement of all patients (includ-

ing those on stretchers or in wheel-

chairs); and 

(ii) In the case of stairwells, equipped 

with firmly attached handrails on at 

least one side. 

(2) At least one toilet facility is ac-

cessible and constructed to allow utili-

zation by ambulatory and non-

ambulatory individuals. 

(3) At least one entrance is usable by 

individuals in wheelchairs. 

(4) In multi-story buildings, elevators 

are accessible to and usable by the 

physically impaired on the level that 

they use to enter the building and all 

levels normally used by the patients of 

the facility. 

(5) Parking spaces are large enough 

and close enough to the facility to 

allow safe access by the physically im-

paired.

§ 485.64 Condition of participation: 
Disaster procedures. 

The facility must have written poli-

cies and procedures that specifically 

define the handling of patients, per-

sonnel, records, and the public during 

disasters. All personnel associated with 

the facility must be knowledgeable 

with respect to these procedures, be 

trained in their application, and be as-

signed specific responsibilities. 

(a) Standard: Disaster plan. The facili-

ty’s written disaster plan must be de-

veloped and maintained with assist-

ance of qualified fire, safety, and other 

appropriate experts. The plan must in-

clude—

(1) Procedures for prompt transfer of 

casualties and records; 

(2) Procedures for notifying commu-

nity emergency personnel (for example, 

fire department, ambulance, etc.); 

(3) Instructions regarding the loca-

tion and use of alarm systems and sig-

nals and fire fighting equipment; and 

(4) Specification of evacuation routes 

and procedures for leaving the facility. 

(b) Standard: Drills and staff training. 
(1) The facility must provide ongoing 

training and drills for all personnel as-

sociated with the facility in all aspects 

of disaster preparedness. 

(2) All new personnel must be ori-

ented and assigned specific responsibil-

ities regarding the facility’s disaster 

plan within two weeks of their first 

workday.

§ 485.66 Condition of participation: 
Utilization review plan. 

The facility must have in effect a 

written utilization review plan that is 

implemented at least each quarter, to 

assess the necessity of services and 

promotes the most efficient use of 

services provided by the facility. 

(a) Standard: Utilization review com-
mittee. The utilization review com-

mittee, consisting of the group of pro-

fessional personnel specified in 

§ 485.56(c), a committee of this group, or 

a group of similar composition, com-

prised by professional personnel not as-

sociated with the facility, must carry 

out the utilization review plan. 

(b) Standard: Utilization review plan. 
The utilization review plan must con-

tain written procedures for evalu-

ating—

(1) Admissions, continued care, and 

discharges using, at a minimum, the 

criteria established in the patient care 

policies;

(2) The applicability of the plan of 

treatment to established goals; and 

(3) The adequacy of clinical records 

with regard to— 
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